
851 Broken Sound Parkway Nw
Boca Raton, FL 33487
(4071 241-9400

June 11, 1996

.

Elizabeth A. Yetley, Ph.D., R.D., Director
Office of Special Nutritiona}s
Center for+ood Safety and Applied Nutrition
Food and Drug Administration
200 C Street, SW, HFS-450
Washington, DC. 20204

Dear Dr. Yetley

Rexall Sundown, Inc. (“Sundown”) wishes to noti~ the Food and Drug Administration
that it has marketed or will within the near future commence markeflng dietary
supplements which bear statements of nutritional support, pursuant to Se@-on 6 of the
Dietary Supplement Health and Education Act (“DSHEA”), Section 403(r) of the Federal
Food and Drug Cosmetic Act (’lhe Act”). Please seethe attachment for a listing of the
dietary supplements and corresponding statements of nutritional support.

These statements are being accompanied by the required disclaimer pursuant to
Section 403(r)(6)(C) of the Act.

Very tm-lyyours,

Deborah Shur Trinker
Director of Regulatory Affairs
and Corporate Counsel
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Sundown Wamins ● Rexall Consumer Products ● Thompson Nutritional Products ● Pennex Laboratones ● -
SDV Wamins ● Rexall Showcase International
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~muscleand heart function.

B Vitamins< For a healthy nervous system; heips maintainheaithy muscleand heart
function. .

Caicium i-ieipsto maintaina reguiar heartbeat maintainsstrongbones and heaithy
teeth; heip$ maintain heaithy cardiovascularfunction,

Echinacea and Goiden Seal Promotes generai weli being duringthe coid and flu season and heips
supporta heaithy immune system.

Feverfew Heips reduce ceiluiar inflammation. Feverfew mntains parthenoiides
whiohheip to reduce inflammationand bioodvessei spasms.

Garlic Helps promote heaithy cardovascdar function. I-teipsmaintaincholesterol
and biood pressure ieveis.

,
Hawthorne Berries Heips maintain heart rhythmand blood pressurefunction.

Lutein with Zeaxanthin J-ieips-maintain heatthyeye fimtion. These two importantoarotenoidsmay
be associated with pmtedon against eye degeneration.

i
Lycopene I Heipfui carotenoid with powe~i antioxidantaction. Lycopene is an

impkmt red carotenoidfound in tomatoes. Lympen& antioxidant
propertiespromote healthy cei( structureand protectagainst oxidative celi
damage.

Viimin A Helps in maintahing healthy cholesterolievels; assistsproper
cardiovascularfunction;assists in the properfunctionof the immune
system promoteshealthy eye function.

1

Vitamin C I For generai well-being duringthe cold and flu season; essentiai for free

Iradicaiprotection;helps maintainheaithy bioodcholesterolieveiq heips
promote immune function.

Vitamin E Heips prevent free radicai damage to bodyceiis; heips maintainproper
cirwiatoty functio~ assists cardiac and muscuiarceii respiration;promotes
cardiac and muscuiarceih,darheaith; heips suppiyoxygen to the body to
promoteendurance.

1

Valerian Root Traditionalcalming herb.


